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510K Summary

This summary of 510(k) safety and effectiveness information is submitted in accordance with the
requirements of the Safe Medical Devices Act of 1990 and 21 CFR 807-92(c).

1. The submitter of this pre-market notification is:
Mary Kruitwagen
Philips Medical Systems
3000 Minuteman Road
Andover, MA 01810
United States

Tel: 978-659-4932
Fax: 978-659-4481
Email: marv.kruitwaagendflhilips.com

This summary was prepared on September 7, 2011

2. The name of the subject devices are the Philips SureSigns VS2* Vital Signs Monitor and the
Philips SureSigns VSi Vital Signs Monitor.

The trade names of the devices are the SureSigns V52+ Vital Signs Monitor and SureSigns
VSi Vital Signs Monitor.

The common usual name for both devices is multi-parameter patient monitor

3. The Classification names are as follows for the SureSigns VS2+:

Device Panel Classification ProCode Description
-Cardiovascular 870.1110, 11 DSJ Alarm, Blood Pressure

870.1110,11 DSK Computer, Blood Pressure
870.1130,11 DXN System, Measurement, Blood Pressure,

Non-Invasive
870.1435,11 DXG Computer, Diagnostic, Pre-programmed,

Single function
870.2700,11 DQA Oximeter
870.2900,1 DSA Cable, Transducer and Electrode, inc.

Patient connector
General Hospital and- 880.2910, 11 FILL Thermometer, Electronic, Clinical
-Personal Use

The Classification names are as follows for the SureSigns VSi:

-Device Panel Classification ProCode Description
Cardiovascular 870.1110, 11 0K C(omputer, Blood Pressure

870.1130, 11 DXN System, Measurement, Blood Pressure, Non-
Invasive

870.2700,11 DQA Oximeter
General Hospital and 880.2910,11 ELL Thermometer, Electronic, Clinical
Personal Use
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4. The modified devices are substantially equivalent to previously cleared Philips devices,
SureSigns V52' Vital Signs Monitor marketed pursuant to 510(k) Kil 1114 cleared for
software revision 8.00 and for the VSi Vital Signs Monitor pursuant to 510O(k) Ki 10803
cleared for revision 8.00. With this modification the software revision will be revision B.01.
This is the first version of software that will be marketing on the SureSigns VS24 and the
SureSigns VSi vital signs monitors. The radio module is substantially equivalent to the
wireless bridge used with the predicate SureSigns V53 marketed pursuant to 510(k)
K082280.

5. This submission is to announce the following modifications to the predicate V52' and VSi:-
* Addition of an internal radio module
* Addition of several new accessories- SpO2 sensor and tabletop mount

*EMC Emissions Class changed to Class A

6. The SureSigns V52' subject device has the same intended use and indications for use as the
legally marketed predicate SureSigns VS2+ device. The SureSigns VS24 Vital Signs monitor
is for use by health care professionals whenever there is a need for monitoring the
physiological parameters of patients. Standard and optional parameters include: NEP, SpO2,
and Temperature. Intended for monitoring, recording, and alarming of multiple physiological
parameters of adults, pediatrics and neonates in healthcare environments. Additionally, the
monitors may be used in transport situations within a healthcare facility.

The SureSigns VSi subject device has the same intended use and indications for use as the
legally marketed predicate SureSigns VSi device. The SureSigns VSi Vital Signs monitor is
indicated for use by health care professionals whenever there is a need for monitoring the
physiological parameters of patients. Standard and optional parameters include: NBP, SpO2,
and Temperature. The SureSigns VSi vital signs monitor is intended for measurement of
multiple physiological parameters of adults, pediatrics and neonates in healthcare
environments. Additionally, the monitor is intended for use in transport situations within a
healthcare facility.

7. The subject devices have the same fundamental technological characteristics as the legally
marketed predicate devices. The subject devices use the same design and algorithms as the
predicate devices.

8. Verification, validation, and testing activities establish the performance, functionality, and
reliability characteristics of the subject devices with respect to the predicates. Testing
involved system level tests, performance tests, and safety testing from hazard analysis.
Pass/Fail criteria were based on the specifications cleared for the predicate devices, the
specifications of the subject devices and test results showed substantial equivalence. The
results demonstrate that the Philips SureSigns VS2+ Vital Signs and the Philips SureSigns
VSi Vital Signs monitors meet all reliability requirements and performance claims and
supports a determination of substantial equivalence.
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Philips NMedical Systems. ~1
c/o Ms. NMary Krutwatgen
Reguldatory Affairs Specialist
3000 M/inu-temnan Road
Andover, MA 0 18 10

Re: K 112652
Trade/Device N'amne: Philips SureSigns Vs2±' Vital Signs M/onitor, and Philips SureSigns

-VS IVital Signs M~vonitor
Regulation Number: 21 CFR 870.1130
Regulation Name: Non-Invasive Blood Pressure Measurement System
ReguLlatory Class: Class 11 (two)
Product Codes: DXN, DQA. DSJ, DSK. DXC. DSA. lLL
Dated: September 9, 2011
Received: September 12, 2011

Dear Ms. Kruitwagen:

We have reviewed your Section 5 10(k) premuarket notification of intent to market the (device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do riot require approval of a premarket approval application (PMA).
You may. therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufaicturing practice, labeling, and prohibitions against misbranding and
adulteration.

If Your device is classified (see above) into either class 11 (Special Controls) or class III (PMA),
it may be subject to additional controls. Existing major regulations affecting your device can be
found11 in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence detertnination does not mean
that FDA has made a determination that Your device complies with other requirements of the Act
or- any Fedleral statutes and regulations administered by other Federal agencies. Your must
comply with all the Act's reqjuirements, including, but not limited to: registration and listing (21
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CFR Part, 807); labeling~ (2 1 CFR Part, 801); medical device reporting (reporting of mledical
device-re ated adverse ev\en ts) (2 I C FR 803); good man Li facturil. Jg ractice ICClI L remets ais set
forth in the quality SYS teml S (QS) reuni ation (2 1 CFR Part 820); and ifa ip IlicablIe. the electrionic
produict radiationl COn[trol provisions (Scctions 531-542 of the Act); 2 1 CFR 1000-1050.

If yo 7u d esire spec ific ad vice for yOulr device onlOi ou labelIing regt I at io n (2 I C FR Part 80 1I), p lease
(1o to hitt p://wx\vw\.fc da.,-,ov/Abotrt F DA/Ccnitcrs0 f'flces/CDRI-/CD RI-l0iFflcesLrcin I115809. h iti for
the Center f'or Devices and Radiological HeI al th's (CDl)R-I's) 0(11icc of CoinpIi ance. Also pl 11ease
nlote thle regu lation enti tled. ''Mis branding by re ference to preriark et nobtificabion'' (2 I Cl FR P~art
807.97). For questionIs regarding, the reporting of adverse events tinder thie NM!DR reCgulationl (2 1
CFR Part 803), Please go to
h ttp://wwxvv. fda.iov/N'cdi cal Dcevice/aev/eCt~ be/ealt.htm(11 for thle C DRI-I'S 0011ce
of'Surve ill arce and [3i ometrics/D ivision of Postmarket. Surveillanice.

YOU may obtain other tcencral in formation onl your responsibilities unlder the Act from thle
Division of' Small N'lanufattUrers, In1ternIationlal anid ConIsumer Assistance ait its toll- free number
(800) 638-204 1 or (30 1) 796-7 100 or at its Internet address
lhtti://\%,\,\.fda.(-o\,/t\,ecicatlDe\vices/'eSOLulCeSf'OlO L/iIduStryN/dCfauLIt~lt dm

Sincerely yotrrs,

I D. Zuckermian,I
Director
Division of Cardiovascular Devices
Office of Device Evalu-ationl
Cent~er for Devices and
Radiological Health

Enclosure



Indications for Use

510 (k) Number (if known): ________

Device Name: SureSigns VS2' (reference numbers: 863278, 863279)

Indications for Use: Indicated for use by health care professionals whenever
there is a need for monitoring the physiological parameters of patients.

Standard and optional parameters include:
* NBP
* Spa 2

* Temperature

Prescription Use: -K YES AND/OR over-the-counter Use: NO
(Part 21 CFFR 81 Subpart 0) (21 CFR 807 Subpar C)

PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED
Concurrence of CDRH, Office of Device Evaluation (ODE)

Division of Cardiovascular Devices Pg f2
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Indications for Use

510 (k) Number (if known): 4 2  S

Device Name: SureSigns VSi (reference numbers: 863275, 863276, 863267)

Indications for Use: Indicated for use by health care professionals whenever
there is a need for monitoring the physiological parameters of patients.

Standard and optional parameters include:
* NBP
" SpO2
" Temperature

Prescription Use: YES AND/OR over-the-counter Use: NO
(Part 21 CFFR 801 Subpart D) (21 CFR 807 Sub~part C)

PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED
Concurrence of CDRH, Office of Device Evaluation (ODE)
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